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DF/HCC Protocol #:  [yy-xxx]

Instructions: 

Instructions and/or guidance are in blue text and must be deleted before finalizing the Alert Page document.  This template contains three categories for alert page content. Delete any areas that are not applicable.

Guidance: 

Alert pages are appropriate to:
· Address safety concerns

· Communicate the current dose level for a dose escalation trial
· Provide essential protocol clarifications relating to safety or patient care. 
There can only be one Alert Page document per protocol  

Content added must be in 12 pt Arial unless otherwise noted
Be concise and do not repeat information already contained in the protocol
Indicate if an amendment is forthcoming

Remember to update or remove Alert Page, as appropriate (e.g. when submitting a protocol amendment)
Dose Escalation Table [this table must include all dose levels up to the current dose level and may be duplicated for another ARM]
	Effective Date
	Dose Level / Cohort #
	Dose (insert units)

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Note: The row for the current dose level is highlighted and bolded.
Safety / Drug (includes preparation, administration, dose modifications, equations)

If applicable, include protocol section (as below).

Examples:
For grade 4 diarrhea less than 24 hrs in duration, the dose should be reduced by 1 dose level instead of 25% as currently stated in section 10.0 of the protocol. 
Missed or vomited doses will not be made up.

Protocol Clarifications (non-drug related e.g. eligibility criteria, study assessments)

Use format - Protocol Section: clarification
Example:

Protocol Section 3.2:  Eligible subjects must have less than or equal to grade 1 QTc at baseline (0.45 - 0.47 seconds) [Amendment forthcoming]
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